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10(k) Summary of Safety and Efficacy UporI Which
Substantial Equivalence is Based

~
Cardiac Tm Troponin T Rapid Assay~,

1

Th Boehringer Mannheim  Cardiac T Troponin T Rapid Assay is
sub tanttally  equivalent to the currently marketed Boehringer
Marnheirn  ELlSA Troponin T assay. Both tests are intended for the
det ction of Troponin T. The procedure for both assays utilize the
sam cardiac specific antibodies to detect troponin-T  in specimens.

1Exte na! evaluations in
were tested. Comparing
the ,follcwing:

8 institutions involving 483 cardiac patients
the Rapid Assay to the ELISA method yielded

EIJSA  Troponin  T Result
CARDIAC T RAPID ~ ().2 ng/mL <0.2 ng/mL

Assav Result
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